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Medicines and Healthcare products Regulatory Agency (MHRA)

• An Executive Agency, sponsored by the 

Department of Health and Social Care.

• Regulate medicines, medical devices 

(including Software as a Medical Device 

(SaMD)) and blood components for 

transfusion in the UK.
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Wellcome-funded DMHT project

• 3-year project from May 2023 to April 2026. 

• MHRA and NICE are working collaboratively to clarify 
the regulation and evaluation of DMHTs.

• Engaging with a wide range of stakeholders: 
- Patients and the public 
- Healthcare professionals and researchers 
- Industry
- Approved bodies and international regulators
- Wider health ecosystem

• Overall goal to improve access to acceptably safe and 
effective DMHTs that support better mental health 
outcomes.
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MHRA guidance on DMHT: device characterisation, regulatory 

qualification & classification 



5

XR example
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Copyright information

© Crown copyright 2025

Produced by the Medicines and Healthcare products Regulatory Agency

You may re-use this information (excluding logos) with the permission from the Medicines 

and Healthcare products Regulatory Agency, under a Delegation of Authority. To view the 

guideline, visit https://www.gov.uk/government/publications/reproduce-or-re-use-mhra-

information/reproduce-or-re-use-mhra-information or email: copyright@mhra.gov.uk.

Where we have identified any third-party copyright material you will need to obtain 

permission from the copyright holders concerned.

The names, images and logos identifying the Medicines and Healthcare products 

Regulatory Agency are proprietary marks. All the Agency’s logos are registered Trademarks 

and cannot be used without the Agency’s explicit permission.
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